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have been paid, or satisfactory ar-
rangements have been made, that ful-
fill these obligations. 

(b) Notice of action on request for re-
instatement. (1) If the State agency ap-
proves the request for reinstatement, it 
must give written notice to the ex-
cluded party, and to all others who 
were informed of the exclusion in ac-
cordance with § 1002.212, specifying the 
date on which Medicaid program par-
ticipation may resume. 

(2) If the State agency does not ap-
prove the request for reinstatement, it 
will notify the excluded party of its de-
cision. Any appeal of a denial of rein-
statement will be in accordance with 
State procedures and need not be sub-
ject to administrative or judicial re-
view, unless required by State law. 

Subpart D—Notification to OIG of 
State or Local Convictions of 
Crimes Against Medicaid 

§ 1002.230 Notification of State or local 
convictions of crimes against Med-
icaid. 

(a) The State agency must notify the 
OIG whenever a State or local court 
has convicted an individual who is re-
ceiving reimbursement under Medicaid 
of a criminal offense related to partici-
pation in the delivery of health care 
items or services under the Medicaid 
program, except where the State Med-
icaid Fraud Control Unit (MFCU) has 
so notified the OIG. 

(b) If the State agency was involved 
in the investigation or prosecution of 
the case, it must send notice within 15 
days after the conviction. 

(c) If the State agency was not so in-
volved, it must give notice within 15 
days after it learns of the conviction. 

PART 1003—CIVIL MONEY PEN-
ALTIES, ASSESSMENTS AND EX-
CLUSIONS 

Subpart A—General Provisions 

Sec. 
1003.100 Basis and purpose. 
1003.110 Definitions. 
1003.120 Liability for penalties and assess-

ments. 
1003.130 Assessments. 

1003.140 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

1003.150 Delegation of authority. 
1003.160 Waiver of exclusion. 

Subpart B—CMPs, Assessments, and Exclu-
sions for False or Fraudulent Claims 
and Other Similar Misconduct 

1003.200 Basis for civil money penalties, as-
sessments, and exclusions. 

1003.210 Amount of penalties and assess-
ments. 

1003.220 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

Subpart C—CMPs, Assessments, and Ex-
clusions for Anti-Kickback and Physi-
cian Self-Referral Violations 

1003.300 Basis for civil money penalties, as-
sessments, and exclusions. 

1003.310 Amount of penalties and assess-
ments. 

1003.320 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

Subpart D—CMPs and Assessments for 
Contracting Organization Misconduct 

1003.400 Basis for civil money penalties and 
assessments. 

1003.410 Amount of penalties and assess-
ments for Contracting Organizations. 

1003.420 Determinations regarding the 
amount of penalties and assessments. 

Subpart E—CMPs and Exclusions for 
EMTALA Violations 

1003.500 Basis for civil money penalties and 
exclusions. 

1003.510 Amount of penalties. 
1003.520 Determinations regarding the 

amount of penalties and the period of ex-
clusion. 

Subpart F—CMPs for Section 1140 
Violations 

1003.600 Basis for civil money penalties. 
1003.610 Amount of penalties. 
1003.620 Determinations regarding the 

amount of penalties. 

Subpart G [Reserved] 

Subpart H—CMPs for Adverse Action 
Reporting and Disclosure Violations 

1003.800 Basis for civil money penalties. 
1003.810 Amount of penalties. 
1003.820 Determinations regarding the 

amount of penalties. 

VerDate Sep<11>2014 10:17 Nov 12, 2021 Jkt 253197 PO 00000 Frm 01091 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT PC31kp
ay

ne
 o

n 
V

M
O

F
R

W
IN

70
2 

w
ith

 $
$_

JO
B



1082 

42 CFR Ch. V (10–1–21 Edition) § 1003.100 

Subpart I—CMPs for Select Agent Program 
Violations 

1003.900 Basis for civil money penalties. 
1003.910 Amount of penalties. 
1003.920 Determinations regarding the 

amount of penalties. 

Subpart J—CMPs, Assessments, and Exclu-
sions for Beneficiary Inducement Vio-
lations 

1003.1000 Basis for civil money penalties, as-
sessments, and exclusions. 

1003.1010 Amount of penalties and assess-
ments. 

1003.1020 Determinations regarding the 
amount of penalties and assessments and 
the period of exclusion. 

Subpart K—CMPs for the Sale of Medicare 
Supplemental Policies 

1003.1100 Basis for civil money penalties. 
1003.1110 Amount of penalties. 
1003.1120 Determinations regarding the 

amount of penalties. 

Subpart L—CMPs for Drug Price Reporting 

1003.1200 Basis for civil money penalties. 
1003.1210 Amount of penalties. 
1003.1220 Determinations regarding the 

amount of penalties. 

Subpart M—CMPs for Notifying a Skilled 
Nursing Facility, Nursing Facility, Home 
Health Agency, or Community Care 
Setting of a Survey 

1003.1300 Basis for civil money penalties. 
1003.1310 Amount of penalties. 
1003.1320 Determinations regarding the 

amount of penalties. 

Subpart N [Reserved] 

Subpart O—Procedures for the Imposition 
of CMPs, Assessments, and Exclusions 

1003.1500 Notice of proposed determination. 
1003.1510 Failure to request a hearing. 
1003.1520 Collateral estoppel. 
1003.1530 Settlement. 
1003.1540 Judicial review. 
1003.1550 Collection of penalties and assess-

ments. 
1003.1560 Notice to other agencies. 
1003.1570 Limitations. 
1003.1580 Statistical sampling. 
1003.1590 Effect of exclusion. 
1003.1600 Reinstatement. 

AUTHORITY: 42 U.S.C. 262a, 1302, 1320–7, 
1320a–7a, 1320b–10, 1395u(j), 1395u(k), 1395cc(j), 
1395w–141(i)(3), 1395dd(d)(1), 1395mm, 
1395nn(g), 1395ss(d), 1396b(m), 11131(c), and 
11137(b)(2). 

SOURCE: 51 FR 34777, Sept. 30, 1986, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 1003.100 Basis and purpose. 

(a) Basis. This part implements sec-
tions 1128(c), 1128A, 1140, 1819(b)(3)(B), 
1819(g)(2)(A), 1857(g)(2)(A), 1860D– 
12(b)(3)(E), 1860D–31(i)(3), 1862(b)(3)(C), 
1867(d)(1), 1876(i)(6), 1877(g), 1882(d), 
1891(c)(1); 1903(m)(5), 1919(b)(3)(B), 
1919(g)(2)(A), 1927(b)(3)(B), 1927(b)(3)(C), 
and 1929(i)(3) of the Social Security 
Act; sections 421(c) and 427(b)(2) of Pub-
lic Law 99–660; and section 201(i) of 
Public Law 107–188 (42 U.S.C. 1320a–7(c), 
1320a–7a, 1320b–10, 1395i–3(b)(3)(B), 1395i– 
3(g)(2)(A), 1395w–27(g)(2)(A), 1395w– 
112(b)(3)(E), 1395w–141(i)(3), 
1395y(b)(3)(B), 1395dd(d)(1), 
1395mm(i)(6), 1395nn(g), 1395ss(d), 
1395bbb(c)(1), 1396b(m)(5), 1396r(b)(3)(B), 
1396r(g)(2)(A), 1396r–8(b)(3)(B), 1396r– 
8(b)(3)(C), 1396t(i)(3), 11131(c), 
11137(b)(2), and 262a(i)). 

(b) Purpose. This part— 
(1) Provides for the imposition of 

civil money penalties and, as applica-
ble, assessments and exclusions against 
persons who have committed an act or 
omission that violates one or more pro-
visions of this part and 

(2) Sets forth the appeal rights of per-
sons subject to a penalty, assessment, 
and exclusion. 

[81 FR 88354, Dec. 7, 2016] 

§ 1003.110 Definitions. 
For purposes of this part: 
Assessment means the amounts de-

scribed in this part and includes the 
plural of that term. 

Claim means an application for pay-
ment for an item or service under a 
Federal health care program. 

Contracting organization means a pub-
lic or private entity, including a health 
maintenance organization, Medicare 
Advantage organization, Prescription 
Drug Plan sponsor, or other organiza-
tion that has contracted with the De-
partment or a State to furnish, or oth-
erwise pay for, items and services to 
Medicare or Medicaid beneficiaries pur-
suant to sections 1857, 1860D–12, 1876(b), 
or 1903(m) of the Act. 

Enrollee means an individual who is 
eligible for Medicare or Medicaid and 
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who enters into an agreement to re-
ceive services from a contracting orga-
nization. 

Items and services or items or services 
includes without limitation, any item, 
device, drug, biological, supply, or 
service (including management or ad-
ministrative services), including, but 
not limited to, those that are listed in 
an itemized claim for program pay-
ment or a request for payment; for 
which payment is included in any Fed-
eral or State health care program re-
imbursement method, such as a pro-
spective payment system or managed 
care system; or that are, in the case of 
a claim based on costs, required to be 
entered in a cost report, books of ac-
count, or other documents supporting 
the claim (whether or not actually en-
tered). 

Knowingly means that a person, with 
respect to an act, has actual knowledge 
of the act, acts in deliberate ignorance 
of the act, or acts in reckless disregard 
of the act, and no proof of specific in-
tent to defraud is required. 

Material means having a natural 
tendency to influence, or be capable of 
influencing, the payment or receipt of 
money or property. 

Maternal and Child Health Services 
Block Grant program means the program 
authorized under Title V of the Act. 

Medical malpractice claim or action 
means a written complaint or claim de-
manding payment based on a physi-
cian’s, dentist’s, or other health care 
practitioner’s provision of, or failure to 
provide, health care services and in-
cludes the filing of a cause of action 
based on the law of tort brought in any 
State or Federal court or other adju-
dicative body. 

Non-separately-billable item or service 
means an item or service that is a com-
ponent of, or otherwise contributes to 
the provision of, an item or a service, 
but is not itself a separately billable 
item or service. 

Overpayment means any funds that a 
person receives or retains under Medi-
care or Medicaid to which the person, 
after applicable reconciliation, is not 
entitled under such program. 

Participating hospital means either a 
hospital or a critical access hospital, as 
defined in section 1861(mm)(1) of the 
Act, that has entered into a Medicare 

provider agreement under section 1866 
of the Act. 

Penalty means the amount described 
in this part and includes the plural of 
that term. 

Person means an individual, trust or 
estate, partnership, corporation, pro-
fessional association or corporation, or 
other entity, public or private. 

Physician incentive plan means any 
compensation arrangement between a 
contracting organization and a physi-
cian or physician group that may di-
rectly or indirectly have the effect of 
reducing or limiting services provided 
with respect to enrollees in the organi-
zation. 

Preventive care, for purposes of the 
definition of the term Remuneration as 
set forth in this section and the pre-
ventive care exception to section 231(h) 
of HIPAA, means any service that— 

(1) Is a prenatal service or a post- 
natal well-baby visit or is a specific 
clinical service described in the cur-
rent U.S. Preventive Services Task 
Force’s Guide to Clinical Preventive Serv-
ices, and 

(2) Is reimbursable in whole or in 
part by Medicare or an applicable 
State health care program. 

Reasonable request, with respect to 
§ 1003.200(b)(10), means a written re-
quest, signed by a designated rep-
resentative of the OIG and made by a 
properly identified agent of the OIG 
during reasonable business hours. The 
request will include: A statement of 
the authority for the request, the per-
son’s rights in responding to the re-
quest, the definition of ‘‘reasonable re-
quest’’ and ‘‘failure to grant timely ac-
cess’’ under part 1003, the deadline by 
which the OIG requests access, and the 
amount of the civil money penalty or 
assessment that could be imposed and 
the effective date, length, and scope 
and effect of the exclusion that would 
be imposed for failure to comply with 
the request, and the earliest date that 
a request for reinstatement would be 
considered. 

Remuneration, for the purposes of 
§ 1003.1000(a) of this part, is consistent 
with the definition in section 
1128A(i)(6) of the Act and includes the 
waiver of copayment, coinsurance and 
deductible amounts (or any part there-
of) and transfers of items or services 
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for free or for other than fair market 
value. The term ‘‘remuneration’’ does 
not include: 

(1) The waiver of coinsurance and de-
ductible amounts by a person, if the 
waiver is not offered as part of any ad-
vertisement or solicitation; the person 
does not routinely waive coinsurance 
or deductible amounts; and the person 
waives coinsurance and deductible 
amounts after determining in good 
faith that the individual is in financial 
need or failure by the person to collect 
coinsurance or deductible amounts 
after making reasonable collection ef-
forts; 

(2) Any permissible practice as speci-
fied in section 1128B(b)(3) of the Act or 
in regulations issued by the Secretary; 

(3) Differentials in coinsurance and 
deductible amounts as part of a benefit 
plan design (as long as the differentials 
have been disclosed in writing to all 
beneficiaries, third party payers and 
providers), to whom claims are pre-
sented; 

(4) Incentives given to individuals to 
promote the delivery of preventive care 
services where the delivery of such 
services is not tied (directly or indi-
rectly) to the provision of other serv-
ices reimbursed in whole or in part by 
Medicare or an applicable State health 
care program. Such incentives may in-
clude the provision of preventive care, 
but may not include— 

(i) Cash or instruments convertible 
to cash; or 

(ii) An incentive the value of which is 
disproportionally large in relationship 
to the value of the preventive care 
service (i.e., either the value of the 
service itself or the future health care 
costs reasonably expected to be avoided 
as a result of the preventive care). 

(5) A reduction in the copayment 
amount for covered OPD services under 
section 1833(t)(8)(B) of the Act; 

(6) Items or services that improve a 
beneficiary’s ability to obtain items 
and services payable by Medicare or 
Medicaid, and pose a low risk of harm 
to Medicare and Medicaid beneficiaries 
and the Medicare and Medicaid pro-
grams by— 

(i) Being unlikely to interfere with, 
or skew, clinical decision making; 

(ii) Being unlikely to increase costs 
to Federal health care programs or 

beneficiaries through overutilization 
or inappropriate utilization; and 

(iii) Not raising patient safety or 
quality-of-care concerns; 

(7) The offer or transfer of items or 
services for free or less than fair mar-
ket value by a person if— 

(i) The items or services consist of 
coupons, rebates, or other rewards 
from a retailer; 

(ii) The items or services are offered 
or transferred on equal terms available 
to the general public, regardless of 
health insurance status; and 

(iii) The offer or transfer of the items 
or services is not tied to the provision 
of other items or services reimbursed 
in whole or in part by the program 
under Title XVIII or a State health 
care program (as defined in section 
1128(h) of the Act); 

(8) The offer or transfer of items or 
services for free or less than fair mar-
ket value by a person, if— 

(i) The items or services are not of-
fered as part of any advertisement or 
solicitation; 

(ii) The offer or transfer of the items 
or services is not tied to the provision 
of other items or services reimbursed 
in whole or in part by the program 
under Title XVIII or a State health 
care program (as defined in section 
1128(h) of the Act); 

(iii) There is a reasonable connection 
between the items or services and the 
medical care of the individual; and 

(iv) The person provides the items or 
services after determining in good 
faith that the individual is in financial 
need; 

(9) Waivers by a Part D Plan sponsor 
(as that term is defined in 42 CFR 423.4) 
of any copayment for the first fill of a 
covered Part D drug (as defined in sec-
tion 1860D–2(e)) that is a generic drug 
(as defined in 42 CFR 423.4) or an au-
thorized generic drug (as defined in 21 
CFR 314.3) for individuals enrolled in 
the Part D plan (as that term is defined 
in 42 CFR 423.4), as long as such waiv-
ers are included in the benefit design 
package submitted to CMS. This excep-
tion is applicable to coverage years be-
ginning on or after January 1, 2018. 

(10) The provision of telehealth tech-
nologies by a provider of services, phy-
sician, or a renal dialysis facility (as 
such terms are defined for purposes of 
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title XVIII of the Act) to an individual 
with end-stage renal disease who is re-
ceiving home dialysis for which pay-
ment is being made under part B of 
such title, if: 

(i) The telehealth technologies are 
furnished to the individual by the pro-
vider of services, physician, or the 
renal dialysis facility that is currently 
providing the in-home dialysis, tele-
health services, or other end-stage 
renal disease care to the individual, or 
has been selected or contacted by the 
individual to schedule an appointment 
or provide services; 

(ii) The telehealth technologies are 
not offered as part of any advertise-
ment or solicitation; and 

(iii) The telehealth technologies are 
provided for the purpose of furnishing 
telehealth services related to the indi-
vidual’s end-stage renal disease. 

Request for payment means an applica-
tion submitted by a person to any per-
son for payment for an item or service. 

Respondent means the person upon 
whom the Department has imposed, or 
proposes to impose, a penalty, assess-
ment or exclusion. 

Responsible Official means the indi-
vidual designated pursuant to 42 CFR 
part 73 to serve as the Responsible Offi-
cial for the person holding a certificate 
of registration to possess, use, or trans-
fer select agents or toxins. 

Responsible physician means a physi-
cian who is responsible for the exam-
ination, treatment, or transfer of an 
individual who comes to a partici-
pating hospital’s emergency depart-
ment requesting examination or treat-
ment, including any physician who is 
on-call for the care of such individual 
and fails or refuses to appear within a 
reasonable time at such hospital to 
provide services relating to the exam-
ination, treatment, or transfer of such 
individual. Responsible physician also 
includes a physician who is responsible 
for the examination or treatment of in-
dividuals at hospitals with specialized 
capabilities or facilities, as provided 
under section 1867(g) of the Act, includ-
ing any physician who is on-call for the 
care of such individuals and refuses to 
accept an appropriate transfer or fails 
or refuses to appear within a reason-
able time to provide services related to 

the examination or treatment of such 
individuals. 

Select agents and toxins is defined con-
sistent with the definition of ‘‘select 
agent and/or toxin’’ and ‘‘overlap select 
agent and/or toxin’’ as set forth in 42 
CFR part 73. 

Separately billable item or service 
means an item or service for which an 
identifiable payment may be made 
under a Federal health care program, 
e.g., an itemized claim or a payment 
under a prospective payment system or 
other reimbursement methodology. 

Should know, or should have known, 
means that a person, with respect to 
information, either acts in deliberate 
ignorance of the truth or falsity of the 
information or acts in reckless dis-
regard of the truth or falsity of the in-
formation. For purposes of this defini-
tion, no proof of specific intent to de-
fraud is required. 

Social Services Block Grant Program 
means the program authorized under 
Title XX of the Act. 

Telehealth technologies, for purposes 
of paragraph (10) of the definition of 
the term ‘‘remuneration’’ as set forth 
in this section, means hardware, soft-
ware, and services that support distant 
or remote communication between the 
patient and provider, physician, or 
renal dialysis facility for diagnosis, 
intervention, or ongoing care manage-
ment. 

Timely basis means, in accordance 
with § 1003.300(a) of this part, the 60-day 
period from the time the prohibited 
amounts are collected by the indi-
vidual or the entity. 

[51 FR 34777, Sept. 30, 1986, as amended at 56 
FR 28492, June 21, 1991; 57 FR 3345, Jan. 29, 
1992; 59 FR 32124, June 22, 1994; 59 FR 36086, 
July 15, 1994; 60 FR 16584, Mar. 31, 1995; 61 FR 
13449, Mar. 27, 1996; 65 FR 24415, Apr. 26, 2000; 
65 FR 35584, June 5, 2000; 66 FR 39452, July 31, 
2001; 67 FR 11935, Mar. 18, 2002; 67 FR 76905, 
Dec. 13, 2002; 69 FR 28845, May 19, 2004. Redes-
ignated and amended at 81 FR 88355, 88409, 
Dec. 7, 2016; 85 FR 77894, Dec. 2, 2020] 

§ 1003.120 Liability for penalties and 
assessments. 

(a) In any case in which it is deter-
mined that more than one person was 
responsible for a violation described in 
this part, each such person may be held 
liable for the penalty prescribed by this 
part. 
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(b) In any case in which it is deter-
mined that more than one person was 
responsible for a violation described in 
this part, an assessment may be im-
posed, when authorized, against any 
one such person or jointly and sever-
ally against two or more such persons, 
but the aggregate amount of the as-
sessments collected may not exceed 
the amount that could be assessed if 
only one person was responsible. 

(c) Under this part, a principal is lia-
ble for penalties and assessments for 
the actions of his or her agent acting 
within the scope of his or her agency. 
This provision does not limit the un-
derlying liability of the agent. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.130 Assessments. 
The assessment in this part is in lieu 

of damages sustained by the Depart-
ment or a State agency because of the 
violation. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.140 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

(a) Except as otherwise provided in 
this part, in determining the amount of 
any penalty or assessment or the pe-
riod of exclusion in accordance with 
this part, the OIG will consider the fol-
lowing factors— 

(1) The nature and circumstances of 
the violation; 

(2) The degree of culpability of the 
person against whom a civil money 
penalty, assessment, or exclusion is 
proposed. It should be considered an 
aggravating circumstance if the re-
spondent had actual knowledge where a 
lower level of knowledge was required 
to establish liability (e.g., for a provi-
sion that establishes liability if the re-
spondent ‘‘knew or should have 
known’’ a claim was false or fraudu-
lent, it will be an aggravating cir-
cumstance if the respondent knew the 
claim was false or fraudulent). It 
should be a mitigating circumstance if 
the person took appropriate and timely 
corrective action in response to the 
violation. For purposes of this part, 
corrective action must include dis-
closing the violation to the OIG 
through the Self-Disclosure Protocol 

and fully cooperating with the OIG’s 
review and resolution of such disclo-
sure, or in cases of physician self-refer-
ral law violations, disclosing the viola-
tion to CMS through the Self-Referral 
Disclosure Protocol; 

(3) The history of prior offenses. Ag-
gravating circumstances include, if at 
any time prior to the violation, the in-
dividual—or in the case of an entity, 
the entity itself; any individual who 
had a direct or indirect ownership or 
control interest (as defined in section 
1124(a)(3) of the Act) in a sanctioned 
entity at the time the violation oc-
curred and who knew, or should have 
known, of the violation; or any indi-
vidual who was an officer or a man-
aging employee (as defined in section 
1126(b) of the Act) of such an entity at 
the time the violation occurred—was 
held liable for criminal, civil, or ad-
ministrative sanctions in connection 
with a program covered by this part or 
in connection with the delivery of a 
health care item or service; 

(4) Other wrongful conduct. Aggra-
vating circumstances include proof 
that the individual—or in the case of 
an entity, the entity itself; any indi-
vidual who had a direct or indirect 
ownership or control interest (as de-
fined in section 1124(a)(3) of the Act) in 
a sanctioned entity at the time the vio-
lation occurred and who knew, or 
should have known, of the violation; or 
any individual who was an officer or a 
managing employee (as defined in sec-
tion 1126(b) of the Act) of such an enti-
ty at the time the violation occurred— 
engaged in wrongful conduct, other 
than the specific conduct upon which 
liability is based, relating to a govern-
ment program or in connection with 
the delivery of a health care item or 
service. The statute of limitations gov-
erning civil money penalty proceedings 
does not apply to proof of other wrong-
ful conduct as an aggravating cir-
cumstance; and 

(5) Such other matters as justice may 
require. Other circumstances of an ag-
gravating or mitigating nature should 
be considered if, in the interests of jus-
tice, they require either a reduction or 
an increase in the penalty, assessment, 
or period of exclusion to achieve the 
purposes of this part. 
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(b)(1) After determining the amount 
of any penalty and assessment in ac-
cordance with this part, the OIG con-
siders the ability of the person to pay 
the proposed civil money penalty or as-
sessment. The person shall provide, in 
a time and manner requested by the 
OIG, sufficient financial documenta-
tion, including, but not limited to, au-
dited financial statements, tax returns, 
and financial disclosure statements, 
deemed necessary by the OIG to deter-
mine the person’s ability to pay the 
penalty or assessment. 

(2) If the person requests a hearing in 
accordance with 42 CFR 1005.2, the only 
financial documentation subject to re-
view is that which the person provided 
to the OIG during the administrative 
process, unless the ALJ finds that ex-
traordinary circumstances prevented 
the person from providing the financial 
documentation to the OIG in the time 
and manner requested by the OIG prior 
to the hearing request. 

(c) In determining the amount of any 
penalty and assessment to be imposed 
under this part the following cir-
cumstances are also to be considered— 

(1) If there are substantial or several 
mitigating circumstances, the aggre-
gate amount of the penalty and assess-
ment should be set at an amount suffi-
ciently below the maximum permitted 
by this part to reflect that fact. 

(2) If there are substantial or several 
aggravating circumstances, the aggre-
gate amount of the penalty and assess-
ment should be set at an amount suffi-
ciently close to or at the maximum 
permitted by this part to reflect that 
fact. 

(3) Unless there are extraordinary 
mitigating circumstances, the aggre-
gate amount of the penalty and assess-
ment should not be less than double 
the approximate amount of damages 
and costs (as defined by paragraph 
(e)(2) of this section) sustained by the 
United States, or any State, as a result 
of the violation. 

(4) The presence of any single aggra-
vating circumstance may justify im-
posing a penalty and assessment at or 
close to the maximum even when one 
or more mitigating factors is present. 

(d)(1) The standards set forth in this 
section are binding, except to the ex-
tent that their application would re-

sult in imposition of an amount that 
would exceed limits imposed by the 
United States Constitution. 

(2) The amount imposed will not be 
less than the approximate amount re-
quired to fully compensate the United 
States, or any State, for its damages 
and costs, tangible and intangible, in-
cluding, but not limited to, the costs 
attributable to the investigation, pros-
ecution, and administrative review of 
the case. 

(3) Nothing in this part limits the au-
thority of the Department or the OIG 
to settle any issue or case as provided 
by § 1003.1530 or to compromise any ex-
clusion and any penalty and assess-
ment as provided by § 1003.1550. 

(4) Penalties, assessments, and exclu-
sions imposed under this part are in ad-
dition to any other penalties, assess-
ments, or other sanctions prescribed by 
law. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.150 Delegation of authority. 

The OIG is delegated authority from 
the Secretary to impose civil money 
penalties and, as applicable, assess-
ments and exclusions against any per-
son who has violated one or more pro-
visions of this part. The delegation of 
authority includes all powers to impose 
and compromise civil monetary pen-
alties, assessments, and exclusion 
under section 1128A of the Act. 

[81 FR 88356, Dec. 7, 2016] 

§ 1003.160 Waiver of exclusion. 

(a) The OIG will consider a request 
from the administrator of a Federal 
health care program for a waiver of an 
exclusion imposed under this part as 
set forth in paragraph (b) of this sec-
tion. The request must be in writing 
and from an individual directly respon-
sible for administering the Federal 
health care program. 

(b) If the OIG subsequently obtains 
information that the basis for a waiver 
no longer exists, the waiver will cease 
and the person will be fully excluded 
from the Federal health care programs 
for the remainder of the exclusion pe-
riod, measured from the time the full 
exclusion would have been imposed if 
the waiver had not been granted. 
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(c) The OIG will notify the adminis-
trator of the Federal health care pro-
gram whether his or her request for a 
waiver has been granted or denied. 

(d) If a waiver is granted, it applies 
only to the program(s) for which waiv-
er is requested. 

(e) The decision to grant, deny, or re-
scind a waiver is not subject to admin-
istrative or judicial review. 

[81 FR 88356, Dec. 7, 2016] 

Subpart B—CMPs, Assessments, 
and Exclusions for False or 
Fraudulent Claims and Other 
Similar Misconduct 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.200 Basis for civil money pen-
alties, assessments, and exclusions. 

(a) The OIG may impose a penalty, 
assessment, and an exclusion against 
any person who it determines has 
knowingly presented, or caused to be 
presented, a claim that was for— 

(1) An item or service that the person 
knew, or should have known, was not 
provided as claimed, including a claim 
that was part of a pattern or practice 
of claims based on codes that the per-
son knew, or should have known, would 
result in greater payment to the person 
than the code applicable to the item or 
service actually provided; 

(2) An item or service for which the 
person knew, or should have known, 
that the claim was false or fraudulent; 

(3) An item or service furnished dur-
ing a period in which the person was 
excluded from participation in the Fed-
eral health care program to which the 
claim was presented; 

(4) A physician’s services (or an item 
or service) for which the person knew, 
or should have known, that the indi-
vidual who furnished (or supervised the 
furnishing of) the service— 

(i) Was not licensed as a physician; 
(ii) Was licensed as a physician, but 

such license had been obtained through 
a misrepresentation of material fact 
(including cheating on an examination 
required for licensing); or 

(iii) Represented to the patient at the 
time the service was furnished that the 
physician was certified by a medical 

specialty board when he or she was not 
so certified; or 

(5) An item or service that a person 
knew, or should have known was not 
medically necessary, and which is part 
of a pattern of such claims. 

(b) The OIG may impose a penalty; 
an exclusion; and, where authorized, an 
assessment against any person who it 
determines— 

(1) Has knowingly presented, or 
caused to be presented, a request for 
payment in violation of the terms of— 

(i) An agreement to accept payments 
on the basis of an assignment under 
section 1842(b)(3)(B)(ii) of the Act; 

(ii) An agreement with a State agen-
cy or other requirement of a State 
Medicaid plan not to charge a person 
for an item or service in excess of the 
amount permitted to be charged; 

(iii) An agreement to be a partici-
pating physician or supplier under sec-
tion 1842(h)(1) of the Act; or 

(iv) An agreement in accordance with 
section 1866(a)(1)(G) of the Act not to 
charge any person for inpatient hos-
pital services for which payment had 
been denied or reduced under section 
1886(f)(2) of the Act; 

(2) Has knowingly given, or caused to 
be given, to any person, in the case of 
inpatient hospital services subject to 
section 1886 of the Act, information 
that he or she knew, or should have 
known, was false or misleading and 
that could reasonably have been ex-
pected to influence the decision when 
to discharge such person or another 
person from the hospital; 

(3) Is an individual who is excluded 
from participating in a Federal health 
care program under section 1128 or 
1128A of the Act, and who— 

(i) Knows, or should know, of the ac-
tion constituting the basis for the ex-
clusion and retains a direct or indirect 
ownership or control interest of 5 per-
cent or more in an entity that partici-
pates in a Federal health care program 
or 

(ii) Is an officer or a managing em-
ployee (as defined in section 1126(b) of 
the Act) of such entity; 

(4) Arranges or contracts (by employ-
ment or otherwise) with an individual 
or entity that the person knows, or 
should know, is excluded from partici-
pation in Federal health care programs 
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1 The penalty amounts in this section are 
updated annually, as adjusted in accordance 
with the Federal Civil Monetary Penalty In-
flation Adjustment Act of 1990 (Pub. L. 101– 
140), as amended by the Federal Civil Pen-
alties Inflation Adjustment Act Improve-
ments Act of 2015 (section 701 of Pub. L. 114– 
74). Annually adjusted amounts are pub-
lished at 45 CFR part 102. 

for the provision of items or services 
for which payment may be made under 
such a program; 

(5) Has knowingly and willfully pre-
sented, or caused to be presented, a bill 
or request for payment for items and 
services furnished to a hospital patient 
for which payment may be made under 
a Federal health care program if that 
bill or request is inconsistent with an 
arrangement under section 1866(a)(1)(H) 
of the Act or violates the requirements 
for such an arrangement; 

(6) Orders or prescribes a medical or 
other item or service during a period in 
which the person was excluded from a 
Federal health care program, in the 
case when the person knows, or should 
know, that a claim for such medical or 
other item or service will be made 
under such a program; 

(7) Knowingly makes, or causes to be 
made, any false statement, omission, 
or misrepresentation of a material fact 
in any application, bid, or contract to 
participate or enroll as a provider of 
services or a supplier under a Federal 
health care program, including con-
tracting organizations, and entities 
that apply to participate as providers 
of services or suppliers in such con-
tracting organizations; 

(8) Knows of an overpayment and 
does not report and return the overpay-
ment in accordance with section 
1128J(d) of the Act; 

(9) Knowingly makes, uses, or causes 
to be made or used, a false record or 
statement material to a false or fraud-
ulent claim for payment for items and 
services furnished under a Federal 
health care program; or 

(10) Fails to grant timely access to 
records, documents, and other material 
or data in any medium (including elec-
tronically stored information and any 
tangible thing), upon reasonable re-
quest, to the OIG, for the purpose of 
audits, investigations, evaluations, or 
other OIG statutory functions. Such 
failure to grant timely access means: 

(i) Except when the OIG reasonably 
believes that the requested material is 
about to be altered or destroyed, the 
failure to produce or make available 
for inspection and copying the re-
quested material upon reasonable re-
quest or to provide a compelling reason 
why they cannot be produced, by the 

deadline specified in the OIG’s written 
request, and 

(ii) When the OIG has reason to be-
lieve that the requested material is 
about to be altered or destroyed, the 
failure to provide access to the re-
quested material at the time the re-
quest is made. 

(c) The OIG may impose a penalty 
against any person who it determines, 
in accordance with this part, is a phy-
sician and who executes a document 
falsely by certifying that a Medicare 
beneficiary requires home health serv-
ices when the physician knows that the 
beneficiary does not meet the eligi-
bility requirements in section 
1814(a)(2)(C) or 1835(a)(2)(A) of the Act. 

(d) The OIG may impose a penalty 
against any person who it determines 
knowingly certifies, or causes another 
individual to certify, a material and 
false statement in a resident assess-
ment pursuant to sections 1819(b)(3)(B) 
and 1919(b)(3)(B). 

§ 1003.210 Amount of penalties and as-
sessments. 

(a) Penalties.1 (1) Except as provided 
in this section, the OIG may impose a 
penalty of not more than $10,000 for 
each individual violation that is sub-
ject to a determination under this sub-
part. 

(2) The OIG may impose a penalty of 
not more than $15,000 for each person 
with respect to whom a determination 
was made that false or misleading in-
formation was given under 
§ 1003.200(b)(2). 

(3) The OIG may impose a penalty of 
not more than $10,000 per day for each 
day that the prohibited relationship 
described in § 1003.200(b)(3) occurs. 

(4) For each individual violation of 
§ 1003.200(b)(4), the OIG may impose a 
penalty of not more than $10,000 for 
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each separately billable or non-sepa-
rately-billable item or service pro-
vided, furnished, ordered, or prescribed 
by an excluded individual or entity. 

(5) The OIG may impose a penalty of 
not more than $2,000 for each bill or re-
quest for payment for items and serv-
ices furnished to a hospital patient in 
violation of § 1003.200(b)(5). 

(6) The OIG may impose a penalty of 
not more than $50,000 for each false 
statement, omission, or misrepresenta-
tion of a material fact in violation of 
§ 1003.200(b)(7). 

(7) The OIG may impose a penalty of 
not more than $50,000 for each false 
record or statement in violation of 
§ 1003.200(b)(9). 

(8) The OIG may impose a penalty of 
not more than $10,000 for each item or 
service related to an overpayment that 
is not reported and returned in accord-
ance with section 1128J(d) of the Act in 
violation of § 1003.200(b)(8). 

(9) The OIG may impose a penalty of 
not more than $15,000 for each day of 
failure to grant timely access in viola-
tion of § 1003.200(b)(10). 

(10) For each false certification in 
violation of § 1003.200(c), the OIG may 
impose a penalty of not more than the 
greater of— 

(i) $5,000; or 
(ii) Three times the amount of Medi-

care payments for home health services 
that are made with regard to the false 
certification of eligibility by a physi-
cian, as prohibited by section 
1814(a)(2)(C) or 1835(a)(2)(A) of the Act. 

(11) For each false certification in 
violation of § 1003.200(d), the OIG may 
impose a penalty of not more than— 

(i) $1,000 with respect to an individual 
who willfully and knowingly falsely 
certifies a material and false state-
ment in a resident assessment; and 

(ii) $5,000 with respect to an indi-
vidual who willfully and knowingly 
causes another individual to falsely 
certify a material and false statement 
in a resident assessment. 

(b) Assessments. (1) Except for viola-
tions of § 1003.200(b)(4), (5), and (7), and 
§ 1003.200(c) and (d), the OIG may im-
pose an assessment for each individual 
violation of § 1003.200, of not more than 
3 times the amount claimed for each 
item or service. 

(2) For violations of § 1003.200(b)(4), 
the OIG may impose an assessment of 
not more than 3 times— 

(i) The amount claimed for each sep-
arately billable item or service pro-
vided, furnished, ordered, or prescribed 
by an excluded individual or entity or 

(ii) The total costs (including salary, 
benefits, taxes, and other money or 
items of value) related to the excluded 
individual or entity incurred by the 
person that employs, contracts with, or 
otherwise arranges for an excluded in-
dividual or entity to provide, furnish, 
order, or prescribe a non-separately- 
billable item or service. 

(3) For violations of § 1003.200(b)(7), 
the OIG may impose an assessment of 
not more than 3 times the total 
amount claimed for each item or serv-
ice for which payment was made based 
upon the application containing the 
false statement, omission, or misrepre-
sentation of material fact. 

§ 1003.220 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

In considering the factors listed in 
§ 1003.140— 

(a) It should be considered a miti-
gating circumstance if all the items or 
services or violations included in the 
action brought under this part were of 
the same type and occurred within a 
short period of time, there were few 
such items or services or violations, 
and the total amount claimed or re-
quested for such items or services was 
less than $5,000. 

(b) Aggravating circumstances in-
clude— 

(1) The violations were of several 
types or occurred over a lengthy period 
of time; 

(2) There were many such items or 
services or violations (or the nature 
and circumstances indicate a pattern 
of claims or requests for payment for 
such items or services or a pattern of 
violations); 

(3) The amount claimed or requested 
for such items or services, or the 
amount of the overpayment was $50,000 
or more; 
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2 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(4) The violation resulted, or could 
have resulted, in patient harm, pre-
mature discharge, or a need for addi-
tional services or subsequent hospital 
admission; or 

(5) The amount or type of financial, 
ownership, or control interest or the 
degree of responsibility a person has in 
an entity was substantial with respect 
to an action brought under 
§ 1003.200(b)(3). 

Subpart C—CMPs, Assessments, 
and Exclusions for Anti-Kick-
back and Physician Self-Re-
ferral Violations 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.300 Basis for civil money pen-
alties, assessments, and exclusions. 

The OIG may impose a penalty, an 
assessment, and an exclusion against 
any person who it determines in ac-
cordance with this part— 

(a) Has not refunded on a timely 
basis, as defined in § 1003.110, amounts 
collected as a result of billing an indi-
vidual, third party payer, or other enti-
ty for a designated health service fur-
nished pursuant to a prohibited refer-
ral as described in 42 CFR 411.353. 

(b) Is a physician or other person who 
enters into any arrangement or scheme 
(such as a cross-referral arrangement) 
that the physician or other person 
knows, or should know, has a principal 
purpose of ensuring referrals by the 
physician to a particular person that, 
if the physician directly made referrals 
to such person, would be in violation of 
the prohibitions of 42 CFR 411.353. 

(c) Has knowingly presented, or 
caused to be presented, a claim that is 
for a payment that such person knows, 
or should know, may not be made 
under 42 CFR 411.353; 

(d) Has violated section 1128B(b) of 
the Act by unlawfully offering, paying, 
soliciting, or receiving remuneration 
to induce or in return for the referral 
of business paid for, in whole or in 
part, by Medicare, Medicaid, or other 
Federal health care programs. 

§ 1003.310 Amount of penalties and as-
sessments. 

(a) Penalties.2 The OIG may impose a 
penalty of not more than— 

(1) $15,000 for each claim or bill for a 
designated health service, as defined in 
§ 411.351 of this title, that is subject to 
a determination under § 1003.300(a) or 
(c); 

(2) $100,000 for each arrangement or 
scheme that is subject to a determina-
tion under § 1003.300(b); and 

(3) $50,000 for each offer, payment, so-
licitation, or receipt of remuneration 
that is subject to a determination 
under § 1003.300(d). 

(b) Assessments. The OIG may impose 
an assessment of not more than 3 
times— 

(1) The amount claimed for each des-
ignated health service that is subject 
to a determination under § 1003.300(a), 
(b), or (c). 

(2) The total remuneration offered, 
paid, solicited, or received that is sub-
ject to a determination under 
§ 1003.300(d). Calculation of the total re-
muneration for purposes of an assess-
ment shall be without regard to wheth-
er a portion of such remuneration was 
offered, paid, solicited, or received for 
a lawful purpose. 

§ 1003.320 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

In considering the factors listed in 
§ 1003.140: 

(a) It should be considered a miti-
gating circumstance if all the items, 
services, or violations included in the 
action brought under this part were of 
the same type and occurred within a 
short period of time; there were few 
such items, services, or violations; and 
the total amount claimed or requested 
for such items or services was less than 
$5,000. 

(b) Aggravating circumstances in-
clude— 

(1) The violations were of several 
types or occurred over a lengthy period 
of time; 

(2) There were many such items, 
services, or violations (or the nature 
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and circumstances indicate a pattern 
of claims or requests for payment for 
such items or services or a pattern of 
violations); 

(3) The amount claimed or requested 
for such items or services or the 
amount of the remuneration was 
$50,000 or more; or 

(4) The violation resulted, or could 
have resulted, in harm to the patient, a 
premature discharge, or a need for ad-
ditional services or subsequent hospital 
admission. 

Subpart D—CMPs and Assess-
ments for Contracting Organi-
zation Misconduct 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.400 Basis for civil money pen-
alties and assessments. 

(a) All contracting organizations. The 
OIG may impose a penalty against any 
contracting organization that— 

(1) Fails substantially to provide an 
enrollee with medically necessary 
items and services that are required 
(under the Act, applicable regulations, 
or contract with the Department or a 
State) to be provided to such enrollee 
and the failure adversely affects (or has 
the substantial likelihood of adversely 
affecting) the enrollee; 

(2) Imposes a premium on an enrollee 
in excess of the amounts permitted 
under the Act; 

(3) Engages in any practice that 
would reasonably be expected to have 
the effect of denying or discouraging 
enrollment by beneficiaries whose med-
ical condition or history indicates a 
need for substantial future medical 
services, except as permitted by the 
Act; 

(4) Misrepresents or falsifies informa-
tion furnished to a person under sec-
tions 1857, 1860D–12, 1876, or 1903(m) of 
the Act; 

(5) Misrepresents or falsifies informa-
tion furnished to the Secretary or a 
State, as applicable, under sections 
1857, 1860D–12, 1876, or 1903(m) of the 
Act; 

(6) Fails to comply with the require-
ments of 42 CFR 417.479(d) through (i) 
for Medicare and 42 CFR 417.479(d) 
through (g) and (i) for Medicaid regard-

ing certain prohibited incentive pay-
ments to physicians; or 

(7) Fails to comply with applicable 
requirements of the Act regarding 
prompt payment of claims. 

(b) All Medicare contracting organiza-
tions. The OIG may impose a penalty 
against any contracting organization 
with a contract under section 1857, 
1860D–12, or 1876 of the Act that— 

(1) Acts to expel or to refuse to re-
enroll a beneficiary in violation of the 
Act; or 

(2) Employs or contracts with a per-
son excluded, under section 1128 or 
1128A of the Act, from participation in 
Medicare for the provision of health 
care, utilization review, medical social 
work, or administrative services, or 
employs or contracts with any entity 
for the provision of such services (di-
rectly or indirectly) through an ex-
cluded person. 

(c) Medicare Advantage and Part D 
contracting organizations. The OIG may 
impose a penalty, and for § 1003.400(c)(4) 
or (5), an assessment, against a con-
tracting organization with a contract 
under section 1857 or 1860D–12 of the 
Act that: 

(1) Enrolls an individual without the 
individual’s (or his or her designee’s) 
prior consent, except as provided under 
subparagraph (C) or (D) of section 
1860D–1(b)(1) of the Act; 

(2) Transfers an enrollee from one 
plan to another without the individ-
ual’s (or his or her designee’s) prior 
consent; 

(3) Transfers an enrollee solely for 
the purpose of earning a commission; 

(4) Fails to comply with marketing 
restrictions described in subsection (h) 
or (j) of section 1851 of the Act or appli-
cable implementing regulations or 
guidance; or 

(5) Employs or contracts with any 
person who engages in the conduct de-
scribed in paragraphs (a) through (c) of 
this section. 

(d) Medicare Advantage contracting or-
ganizations. The OIG may impose a pen-
alty against a contracting organization 
with a contract under section 1857 of 
the Act that fails to comply with the 
requirements of section 1852(j)(3) or 
1852(k)(2)(A)(ii) of the Act. 

(e) Medicaid contracting organizations. 
The OIG may impose a penalty against 
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3 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

4 This penalty amount is adjusted for infla-
tion annually. Adjusted amounts are pub-
lished at 45 CFR part 102. 

any contracting organization with a 
contract under section 1903(m) of the 
Act that acts to discriminate among 
individuals in violation of the Act, in-
cluding expulsion or refusal to reenroll 
an individual or engaging in any prac-
tice that would reasonably be expected 
to have the effect of denying or dis-
couraging enrollment by eligible indi-
viduals with the contracting organiza-
tion whose medical condition or his-
tory indicates a need for substantial 
future medical services. 

§ 1003.410 Amount of penalties and as-
sessments for Contracting Organi-
zation. 

(a) Penalties.3 (1) The OIG may impose 
a penalty of up to $25,000 for each indi-
vidual violation under § 1001.400, except 
as provided in this section. 

(2) The OIG may impose a penalty of 
up to $100,000 for each individual viola-
tion under § 1003.400(a)(3), (a)(5), or (e). 

(b) Additional penalties. In addition to 
the penalties described in paragraph (a) 
of this section, the OIG may impose— 

(1) An additional penalty equal to 
double the amount of excess premium 
charged by the contracting organiza-
tion for each individual violation of 
§ 1003.400(a)(2). The excess premium 
amount will be deducted from the pen-
alty and returned to the enrollee. 

(2) An additional $15,000 4 penalty for 
each individual expelled or not enrolled 
in violation of § 1003.400(a)(3) or (e). 

(c) Assessments. The OIG may impose 
an assessment against a contracting 
organization with a contract under sec-
tion 1857 or 1860D–12 of the Act (Medi-
care Advantage or Part D) of not more 
than the amount claimed in violation 
of § 1003.400(a)(4) or (a)(5) on the basis of 
the misrepresentation or falsified in-
formation involved. 

(d) The OIG may impose a penalty or, 
when applicable, an assessment, 
against a contracting organization 
with a contract under section 1857 or 
1860D–12 of the Act (Medicare Advan-
tage or Part D) if any of its employees, 
agents, or contracting providers or sup-

pliers engages in any of the conduct de-
scribed in § 1003.400(a) through (d). 

§ 1003.420 Determinations regarding 
the amount of penalties and assess-
ments. 

In considering the factors listed in 
§ 1003.140, aggravating circumstances 
include— 

(a) Such violations were of several 
types or occurred over a lengthy period 
of time; 

(b) There were many such violations 
(or the nature and circumstances indi-
cate a pattern of incidents); 

(c) The amount of money, remunera-
tion, damages, or tainted claims in-
volved in the violation was $15,000 or 
more; or 

(d) Patient harm, premature dis-
charge, or a need for additional serv-
ices or subsequent hospital admission 
resulted, or could have resulted, from 
the incident; and 

(e) The contracting organization 
knowingly or routinely engaged in any 
prohibited practice that acted as an in-
ducement to reduce or limit medically 
necessary services provided with re-
spect to a specific enrollee in the orga-
nization. 

Subpart E—CMPs and Exclusions 
for EMTALA Violations 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.500 Basis for civil money pen-
alties and exclusions. 

(a) The OIG may impose a penalty 
against any participating hospital with 
an emergency department or special-
ized capabilities or facilities for each 
negligent violation of section 1867 of 
the Act or § 489.24 (other than § 489.24(j)) 
of this title. 

(b) The OIG may impose a penalty 
against any responsible physician for 
each— 

(1) Negligent violation of section 1867 
of the Act; 

(2) Certification signed under section 
1867(c)(l)(A) of the Act if the physician 
knew, or should have known, that the 
benefits of transfer to another facility 
did not outweigh the risks of such a 
transfer; or 
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5 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(3) Misrepresentation made con-
cerning an individual’s condition or 
other information, including a hos-
pital’s obligations under section 1867 of 
the Act. 

(c) The OIG may, in lieu of or in addi-
tion to any penalty available under 
this subpart, exclude any responsible 
physician who commits a gross and fla-
grant, or repeated, violation of this 
subpart from participation in Federal 
health care programs. 

(d) For purposes of this subpart, a 
‘‘gross and flagrant violation’’ is a vio-
lation that presents an imminent dan-
ger to the health, safety, or well-being 
of the individual who seeks examina-
tion and treatment or places that indi-
vidual unnecessarily in a high-risk sit-
uation. 

§ 1003.510 Amount of penalties. 

The OIG may impose 5— 
(a) Against each participating hos-

pital, a penalty of not more than 
$50,000 for each individual violation, ex-
cept that if the participating hospital 
has fewer than 100 State-licensed, 
Medicare-certified beds on the date the 
penalty is imposed, the penalty will 
not exceed $25,000 for each violation, 
and 

(b) Against each responsible physi-
cian, a penalty of not more than $50,000 
for each individual violation. 

§ 1003.520 Determinations regarding 
the amount of penalties and the pe-
riod of exclusion. 

In considering the factors listed in 
§ 1003.140, 

(a) It should be considered a miti-
gating circumstance if a hospital took 
appropriate and timely corrective ac-
tion in response to the violation. For 
purposes of this subpart, corrective ac-
tion must be completed prior to CMS 
initiating an investigation of the hos-
pital for violations of section 1867 of 
the Act and must include disclosing 
the violation to CMS prior to CMS re-
ceiving a complaint regarding the vio-
lation from another source or other-
wise learning of the violation. 

(b) Aggravating circumstances in-
clude: 

(1) Requesting proof of insurance, 
prior authorization, or a monetary 
payment prior to appropriately screen-
ing or initiating stabilizing treatment 
for an emergency medical condition, or 
requesting a monetary payment prior 
to stabilizing an emergency medical 
condition; 

(2) Patient harm, or risk of patient 
harm, resulted from the incident; or 

(3) The individual presented to the 
hospital with a request for examina-
tion or treatment of a medical condi-
tion that was an emergency medical 
condition, as defined by § 489.24(b) of 
this title. 

Subpart F—CMPs for Section 1140 
Violations 

SOURCE: 81 FR 88357, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.600 Basis for civil money pen-
alties. 

(a) The OIG may impose a penalty 
against any person who it determines 
in accordance with this part has used 
the words, letters, symbols, or em-
blems as defined in paragraph (b) of 
this section in such a manner that such 
person knew, or should have known, 
would convey, or in a manner that rea-
sonably could be interpreted or con-
strued as conveying, the false impres-
sion that an advertisement, a solicita-
tion, or other item was authorized, ap-
proved, or endorsed by the Department 
or CMS or that such person or organi-
zation has some connection with or au-
thorization from the Department or 
CMS. 

(b) Civil money penalties may be im-
posed, regardless of the use of a dis-
claimer of affiliation with the United 
States Government, the Department, 
or its programs, for misuse of— 

(1) The words ‘‘Department of Health 
and Human Services,’’ ‘‘Health and 
Human Services,’’ ‘‘Centers for Medi-
care & Medicaid Services,’’ ‘‘Medi-
care,’’ or ‘‘Medicaid’’ or any other com-
bination or variations of such words; 

(2) The letters ‘‘DHHS,’’ ‘‘HHS,’’ or 
‘‘CMS,’’ or any other combination or 
variation of such letters; or 
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6 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(3) A symbol or an emblem of the De-
partment or CMS (including the design 
of, or a reasonable facsimile of the de-
sign of, the Medicare card, the check 
used for payment of benefits under 
Title II, or envelopes or other sta-
tionery used by the Department or 
CMS) or any other combination or var-
iation of such symbols or emblems. 

(c) Civil money penalties will not be 
imposed against any agency or instru-
mentality of a State, or political sub-
division of the State, that uses any 
symbol or emblem or any words or let-
ters that specifically identify that 
agency or instrumentality of the State 
or political subdivision. 

§ 1003.610 Amount of penalties. 
(a) The OIG may impose a penalty of 

not more than 6— 
(1) $5,000 for each individual violation 

resulting from the misuse of Depart-
mental, CMS, or Medicare or Medicaid 
program words, letters, symbols, or 
emblems as described in § 1003.600(a) re-
lating to printed media; 

(2) $5,000 for each individual violation 
in the case of such misuse related to an 
electronic communication, Web page, 
or telemarketing solicitation; 

(3) $25,000 for each individual viola-
tion in the case of such misuse related 
to a broadcast or telecast. 

(b) For purposes of this paragraph, a 
violation is defined as— 

(1) In the case of a direct mailing so-
licitation or advertisement, each sepa-
rate piece of mail that contains one or 
more words, letters, symbols, or em-
blems related to a determination under 
§ 1003.600(a); 

(2) In the case of a printed solicita-
tion or advertisement, each reproduc-
tion, reprinting, or distribution of such 
item related to a determination under 
§ 1003.600(a); 

(3) In the case of a broadcast or tele-
cast, each airing of a single commer-
cial or solicitation related to a deter-
mination under § 1003.600(a); 

(4) In the case of an electronic com-
munication, each dissemination, view-
ing, or accessing of the electronic com-
munication that contains one or more 

words, letters, symbols, or emblems re-
lated to a determination under 
§ 1003.600(a); 

(5) In the case of a Web page accessed 
by a computer or other electronic 
means, each instance in which the Web 
page was viewed or accessed and that 
Web page contains one or more words, 
letters, symbols, or emblems related to 
a determination under § 1003.600(a); and 

(6) In the case of a telemarketing so-
licitation, each individual unsolicited 
telephone call regarding an item or 
service under Medicare or Medicaid re-
lated to a determination under 
§ 1003.600(a). 

§ 1003.620 Determinations regarding 
the amount of penalties. 

(a) In considering the factors listed 
in § 1003.140, the following cir-
cumstances are to be considered— 

(1) The nature and objective of the 
advertisement, solicitation, or other 
communication and the degree to 
which it had the capacity to deceive 
members of the public; 

(2) The frequency and scope of the 
violation and whether a specific seg-
ment of the population was targeted; 
and 

(3) The prior history of the indi-
vidual, organization, or entity in its 
willingness or refusal to comply with a 
formal or informal request to correct 
violations. 

(b) The use of a disclaimer of affili-
ation with the United States Govern-
ment, the Department, or its programs 
will not be considered as a mitigating 
factor in determining the amount of 
penalty in accordance with § 1003.600(a). 

Subpart G [Reserved] 

Subpart H—CMPs for Adverse Ac-
tion Reporting and Disclosure 
Violations 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.800 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any person (including an insur-
ance company) who it determines— 
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8 The penalty amounts in this section are 
adjusted for inflation annually. Adjusted 
amounts are published at 45 CFR part 102. 

(a) Fails to report information con-
cerning— 

(1) A payment made under an insur-
ance policy, self-insurance, or other-
wise for the benefit of a physician, den-
tist, or other health care practitioner 
in settlement of, or in satisfaction in 
whole or in part of, a medical mal-
practice claim or action or a judgment 
against such a physician, dentist, or 
other practitioner in accordance with 
section 421 of Public Law 99–660 (42 
U.S.C. 11131) and as required by regula-
tions at 45 CFR part 60 or 

(2) An adverse action required to be 
reported under section 1128E, as estab-
lished by section 221 of Public Law 104– 
191. 

(b) Improperly discloses, uses, or per-
mits access to information reported in 
accordance with Part B of Title IV of 
Public Law 99–660 (42 U.S.C. 11137) or 
regulations at 45 CFR part 60. (The dis-
closure of information reported in ac-
cordance with Part B of Title IV in re-
sponse to a subpoena or a discovery re-
quest is considered an improper disclo-
sure in violation of section 427 of Pub-
lic Law 99–660. However, disclosure or 
release by an entity of original docu-
ments or underlying records from 
which the reported information is ob-
tained or derived is not considered an 
improper disclosure in violation of sec-
tion 427 of Public Law 99–660.) 

§ 1003.810 Amount of penalties. 

The OIG may impose a penalty of not 
more than 7— 

(a) $11,000 for each payment for which 
there was a failure to report required 
information in accordance with 
§ 1003.800(a)(1) or for each improper dis-
closure, use, or access to information 
in accordance with a determination 
under § 1003.800(b); and 

(b) $25,000 against a health plan for 
each failure to report information on 
an adverse action required to be re-
ported in accordance with section 1128E 
of the Act and § 1003.800(a)(2). 

§ 1003.820 Determinations regarding 
the amount of penalties. 

In determining the amount of any 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart I—CMPs for Select Agent 
Program Violations 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.900 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any person who it determines 
in accordance with this part is involved 
in the possession or use in the United 
States, receipt from outside the United 
States or transfer within the United 
States, of select agents and toxins in 
violation of sections 351A(b) or (c) of 
the Public Health Service Act or 42 
CFR part 73. 

§ 1003.910 Amount of penalties. 

For each individual violation of sec-
tion 351A(b) or (c) of the Public Health 
Service Act or 42 CFR part 73, the OIG 
may impose a penalty of not more than 
$250,000 in the case of an individual, 
and not more than $500,000 in the case 
of any other person.8 

§ 1003.920 Determinations regarding 
the amount of penalties. 

In considering the factors listed in 
§ 1003.140, aggravating circumstances 
include: 

(a) The Responsible Official partici-
pated in or knew, or should have 
known, of the violation; 

(b) The violation was a contributing 
factor to an unauthorized individual’s 
access to or possession of a select agent 
or toxin, an individual’s exposure to a 
select agent or toxin, or the unauthor-
ized removal of a select agent or toxin 
from the person’s physical location as 
identified on the person’s certificate of 
registration; or 
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amounts are published at 45 CFR part 102. 

(c) The person previously received an 
observation, finding, or other state-
ment of deficiency from the Depart-
ment or the Department of Agriculture 
for the same or substantially similar 
conduct. 

Subpart J—CMPs, Assessments, 
and Exclusions for Beneficiary 
Inducement Violations 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1000 Basis for civil money pen-
alties, assessments, and exclusions. 

(a) The OIG may impose a penalty, 
an assessment, and an exclusion 
against any person who it determines 
offers or transfers remuneration (as de-
fined in § 1003.110) to any individual eli-
gible for benefits under Medicare or a 
State health care program that such 
person knows, or should know, is likely 
to influence such individual to order or 
to receive from a particular provider, 
practitioner, or supplier, any item or 
service for which payment may be 
made, in whole or in part, under Medi-
care or a State health care program. 

(b) The OIG may impose a penalty 
against any person who it determines 
offered any financial or other incentive 
for an individual entitled to benefits 
under Medicare not to enroll, or to ter-
minate enrollment, under a group 
health plan or a large group health 
plan that would, in the case of such en-
rollment, be a primary plan as defined 
in section 1862(b)(2)(A) of the Act. 

§ 1003.1010 Amount of penalties and 
assessments. 

The OIG may impose a penalty of not 
more than 9— 

(a) $10,000 for each item or service for 
which payment may be made, in whole 
or in part, under Medicare or a State 
health care program, ordered by or re-
ceived from a particular provider, prac-
titioner, or supplier for a beneficiary 
who was offered or received remunera-
tion in violation of § 1003.1000(a) that 
was likely to influence the beneficiary 
to order or receive the item or service 

from the provider, practitioner, or sup-
plier, and an assessment of not more 
than 3 times the amount claimed for 
each such item or service and 

(b) $5,000 for each individual violation 
of § 1003.1000(b). 

§ 1003.1020 Determinations regarding 
the amount of penalties and assess-
ments and the period of exclusion. 

In determining the amount of any 
penalty or assessment or the period of 
exclusion under this subpart, the OIG 
will consider the factors listed in 
§ 1003.140, as well as the amount of re-
muneration or the amount or nature of 
any other incentive. 

Subpart K—CMPs for the Sale of 
Medicare Supplemental Policies 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1100 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any person who— 

(a) Knowingly and willfully makes or 
causes to be made or induces or seeks 
to induce the making of any false 
statement or representation of a mate-
rial fact with respect to— 

(1) The compliance of any policy with 
the standards and requirements for 
Medicare supplemental policies set 
forth in section 1882(c) of the Act or in 
promulgating regulations, or 

(2) The use of the emblem designed 
by the Secretary under section 1882(a) 
of the Act for use as an indication that 
a policy has received the Secretary’s 
certification; 

(b) Falsely assumes or pretends to be 
acting, or misrepresents in any way 
that he or she is acting, under the au-
thority of or in association with Medi-
care or any Federal agency, for the 
purpose of selling or attempting to sell 
insurance, or in such pretended char-
acter demands, or obtains money, 
paper, documents, or anything of 
value; 

(c) Knowingly, directly, or through 
his or her agent, mails or causes to be 
mailed any matter for the advertising, 
solicitation, or offer for sale of a Medi-
care supplemental policy, or the deliv-
ery of such a policy, in or into any 
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State in which such policy has not 
been approved by the State commis-
sioner or superintendent of insurance; 

(d) Issues or sells to any individual 
entitled to benefits under Part A or en-
rolled under Part B of Medicare— 

(1) A health insurance policy with 
knowledge that the policy duplicates 
health benefits to which the individual 
is otherwise entitled under Medicare or 
Medicaid, 

(2) A health insurance policy (other 
than a Medicare supplemental policy) 
with knowledge that the policy dupli-
cates health benefits to which the indi-
vidual is otherwise entitled, other than 
benefits to which the individual is enti-
tled under a requirement of State or 
Federal law, 

(3) In the case of an individual not 
electing a Part C plan, a Medicare sup-
plemental policy with knowledge that 
the individual is entitled to benefits 
under another Medicare supplemental 
policy, or 

(4) In the case of an individual elect-
ing a Part C plan, a Medicare supple-
mental policy with knowledge that the 
policy duplicates health benefits to 
which the individual is otherwise enti-
tled under the Part C plan or under an-
other Medicare supplemental policy; 

(e) Issues or sells a health insurance 
policy (other than a policy described in 
section 1882(d)(3)(A)(vi)(III)) to any in-
dividual entitled to benefits under 
Medicare Part A or enrolled under 
Medicare Part B who is applying for a 
health insurance policy and fails to 
furnish the appropriate disclosure 
statement described in section 
1882(d)(3)(A)(vii); or 

(f) Issues or sells a Medicare supple-
mental policy to any individual eligi-
ble for benefits under Part A or en-
rolled under Medicare Part B without 
obtaining the written statement or the 
written acknowledgment described in 
section 1882(d)(3)(B) of the Act. 

§ 1003.1110 Amount of penalties. 
The OIG may impose a penalty of not 

more than 10— 
(a) $5,000 for each individual violation 

of § 1003.1100(a), (b), or (c). 

(b) $25,000 for each individual viola-
tion of § 1003.1100(d), (e), or (f) by a sell-
er who is also the issuer of the policy; 
and 

(c) $15,000 for each individual viola-
tion of § 1003.1100(d), (e), or (f) by a sell-
er who is not the issuer of the policy. 

§ 1003.1120 Determinations regarding 
the amount of penalties. 

In determining the amount of the 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart L—CMPs for Drug Price 
Reporting 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1200 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against— 

(a) Any wholesaler, manufacturer, or 
direct seller of a covered outpatient 
drug that— 

(1) Refuses a request for information 
by, or 

(2) Knowingly provides false informa-
tion to, the Secretary about charges or 
prices in connection with a survey 
being conducted pursuant to section 
1927(b)(3)(B) of the Act; and 

(b) Any manufacturer with an agree-
ment under section 1927 of the Act 
that— 

(1) Fails to provide any information 
required by section 1927(b)(3)(A) of the 
Act by the deadlines specified therein, 
or 

(2) Knowingly provides any item in-
formation required by section 
1927(b)(3)(A) or (B) of the Act that is 
false. 

§ 1003.1210 Amount of penalties. 

The OIG may impose a penalty of not 
more than 11— 

(a) $100,000 for each individual viola-
tion of § 1003.1200(a) or § 1003.1200(b)(2); 
and 
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lished at 45 CFR part 102. 

(b) $10,000 for each day that such in-
formation has not been provided in vio-
lation of § 1003.1200(b)(1). 

§ 1003.1220 Determinations regarding 
the amount of penalties. 

In determining the amount of the 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart M—CMPs for Notifying a 
Skilled Nursing Facility, Nurs-
ing Facility, Home Health 
Agency, or Community Care 
Setting of a Survey 

SOURCE: 81 FR 88362, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1300 Basis for civil money pen-
alties. 

The OIG may impose a penalty 
against any individual who notifies, or 
causes to be notified, a skilled nursing 
facility, nursing facility, home health 
agency, a community care setting, of 
the time or date on which a survey pur-
suant to sections 1819(g)(2)(A), 
1919(g)(2)(A), 1891(c)(1), or 1929(i) of the 
Act is scheduled to be conducted. 

§ 1003.1310 Amount of penalties. 

The OIG may impose a penalty of not 
more than $2,000 for each individual 
violation of § 1003.1300.12 

§ 1003.1320 Determinations regarding 
the amount of penalties. 

In determining the amount of the 
penalty in accordance with this sub-
part, the OIG will consider the factors 
listed in § 1003.140. 

Subpart N [Reserved] 

Subpart O—Procedures for the Im-
position of CMPs, Assess-
ments, and Exclusions 

SOURCE: 81 FR 88364, Dec. 7, 2016, unless 
otherwise noted. 

§ 1003.1500 Notice of proposed deter-
mination. 

(a) If the OIG proposes a penalty and, 
when applicable, an assessment, or pro-
poses to exclude a respondent from par-
ticipation in all Federal health care 
programs, as applicable, in accordance 
with this part, the OIG must serve on 
the respondent, in any manner author-
ized by Rule 4 of the Federal Rules of 
Civil Procedure, written notice of the 
OIG’s intent to impose a penalty, an 
assessment, and an exclusion, as appli-
cable. The notice will include— 

(1) Reference to the statutory basis 
for the penalty, assessment, and exclu-
sion; 

(2) A description of the violation for 
which the penalty, assessment, and ex-
clusion are proposed (except in cases in 
which the OIG is relying upon statis-
tical sampling in accordance with 
§ 1003.1580, in which case the notice 
shall describe those claims and re-
quests for payment constituting the 
sample upon which the OIG is relying 
and will briefly describe the statistical 
sampling technique used by the OIG); 

(3) The reason why such violation 
subjects the respondent to a penalty, 
an assessment, and an exclusion, 

(4) The amount of the proposed pen-
alty and assessment, and the length of 
the period of proposed exclusion (where 
applicable); 

(5) Any factors and circumstances de-
scribed in this part that were consid-
ered when determining the amount of 
the proposed penalty and assessment 
and the length of the period of exclu-
sion; 

(6) Instructions for responding to the 
notice, including— 

(i) A specific statement of the re-
spondent’s right to a hearing and 

(ii) A statement that failure to re-
quest a hearing within 60 days permits 
the imposition of the proposed penalty, 
assessment, and exclusion without 
right of appeal; and 

(7) In the case of a notice sent to a 
respondent who has an agreement 
under section 1866 of the Act, the no-
tice also indicates that the imposition 
of an exclusion may result in the ter-
mination of the respondent’s provider 
agreement in accordance with section 
1866(b)(2)(C) of the Act. 
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(b) Any person upon whom the OIG 
has proposed the imposition of a pen-
alty, an assessment, or an exclusion 
may appeal such proposed penalty, as-
sessment, or exclusion to the Depart-
mental Appeals Board in accordance 
with 42 CFR 1005.2. The provisions of 42 
CFR part 1005 govern such appeals. 

(c) If the respondent fails, within the 
time period permitted, to exercise his 
or her right to a hearing under this 
section, any exclusion, penalty, or as-
sessment becomes final. 

§ 1003.1510 Failure to request a hear-
ing. 

If the respondent does not request a 
hearing within 60 days after the notice 
prescribed by § 1003.1500(a) is received, 
as determined by 42 CFR 1005.2(c), by 
the respondent, the OIG may impose 
the proposed penalty, assessment, and 
exclusion, or any less severe penalty, 
assessment, or exclusion. The OIG shall 
notify the respondent in any manner 
authorized by Rule 4 of the Federal 
Rules of Civil Procedure of any pen-
alty, assessment, and exclusion that 
have been imposed and of the means by 
which the respondent may satisfy the 
judgment. The respondent has no right 
to appeal a penalty, an assessment, or 
an exclusion with respect to which he 
or she has not made a timely request 
for a hearing under 42 CFR 1005.2. 

§ 1003.1520 Collateral estoppel. 

(a) Where a final determination per-
taining to the respondent’s liability for 
acts that violate this part has been 
rendered in any proceeding in which 
the respondent was a party and had an 
opportunity to be heard, the respond-
ent shall be bound by such determina-
tion in any proceeding under this part. 

(b) In a proceeding under this part, a 
person is estopped from denying the es-
sential elements of the criminal of-
fense if the proceeding— 

(1) Is against a person who has been 
convicted (whether upon a verdict after 
trial or upon a plea of guilty or nolo 
contendere) of a Federal crime charg-
ing fraud or false statements, and 

(2) Involves the same transactions as 
in the criminal action. 

§ 1003.1530 Settlement. 

The OIG has exclusive authority to 
settle any issues or case without con-
sent of the ALJ. 

§ 1003.1540 Judicial review. 

(a) Section 1128A(e) of the Act au-
thorizes judicial review of a penalty, an 
assessment, or an exclusion that has 
become final. The only matters subject 
to judicial review are those that the re-
spondent raised pursuant to 42 CFR 
1005.21, unless the court finds that ex-
traordinary circumstances existed that 
prevented the respondent from raising 
the issue in the underlying administra-
tive appeal. 

(b) A respondent must exhaust all ad-
ministrative appeal procedures estab-
lished by the Secretary or required by 
law before a respondent may bring an 
action in Federal court, as provided in 
section 1128A(e) of the Act, concerning 
any penalty, assessment, or exclusion 
imposed pursuant to this part. 

(c) Administrative remedies are ex-
hausted when a decision becomes final 
in accordance with 42 CFR 1005.21(j). 

§ 1003.1550 Collection of penalties and 
assessments. 

(a) Once a determination by the Sec-
retary has become final, collection of 
any penalty and assessment will be the 
responsibility of CMS, except in the 
case of the Maternal and Child Health 
Services Block Grant Program, in 
which the collection will be the respon-
sibility of the Public Health Service 
(PHS); in the case of the Social Serv-
ices Block Grant program, in which the 
collection will be the responsibility of 
the Administration for Children and 
Families; and in the case of violations 
of subpart I, collection will be the re-
sponsibility of the Program Support 
Center (PSC). 

(b) A penalty or an assessment im-
posed under this part may be com-
promised by the OIG and may be recov-
ered in a civil action brought in the 
United States district court for the dis-
trict where the claim was presented or 
where the respondent resides. 

(c) The amount of penalty or assess-
ment, when finally determined, or the 
amount agreed upon in compromise, 
may be deducted from any sum then or 
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later owing by the United States Gov-
ernment or a State agency to the per-
son against whom the penalty or as-
sessment has been assessed. 

(d) Matters that were raised, or that 
could have been raised, in a hearing be-
fore an ALJ or in an appeal under sec-
tion 1128A(e) of the Act may not be 
raised as a defense in a civil action by 
the United States to collect a penalty 
under this part. 

§ 1003.1560 Notice to other agencies. 
(a) Whenever a penalty, an assess-

ment, or an exclusion becomes final, 
the following organizations and enti-
ties will be notified about such action 
and the reasons for it: The appropriate 
State or local medical or professional 
association; the appropriate quality 
improvement organization; as appro-
priate, the State agency that admin-
isters each State health care program; 
the appropriate Medicare carrier or 
intermediary; the appropriate State or 
local licensing agency or organization 
(including the Medicare and Medicaid 
State survey agencies); and the long- 
term-care ombudsman. In cases involv-
ing exclusions, notice will also be given 
to the public of the exclusion and its 
effective date. 

(b) When the OIG proposes to exclude 
a nursing facility under this part, the 
OIG will, at the same time the facility 
is notified, notify the appropriate 
State licensing authority, the State Of-
fice of Aging, the long-term-care om-
budsman, and the State Medicaid agen-
cy of the OIG’s intention to exclude the 
facility. 

§ 1003.1570 Limitations. 
No action under this part will be en-

tertained unless commenced, in accord-
ance with § 1003.1500(a), within 6 years 
from the date on which the violation 
occurred. 

§ 1003.1580 Statistical sampling. 
(a) In meeting the burden of proof in 

42 CFR 1005.15, the OIG may introduce 
the results of a statistical sampling 
study as evidence of the number and 
amount of claims and/or requests for 
payment, as described in this part, that 
were presented, or caused to be pre-
sented, by the respondent. Such a sta-
tistical sampling study, if based upon 

an appropriate sampling and computed 
by valid statistical methods, shall con-
stitute prima facie evidence of the 
number and amount of claims or re-
quests for payment, as described in this 
part. 

(b) Once the OIG has made a prima 
facie case, as described in paragraph (a) 
of this section, the burden of produc-
tion shall shift to the respondent to 
produce evidence reasonably calculated 
to rebut the findings of the statistical 
sampling study. The OIG will then be 
given the opportunity to rebut this evi-
dence. 

§ 1003.1590 Effect of exclusion. 

The effect of an exclusion will be as 
set forth in 42 CFR 1001.1901. 

§ 1003.1600 Reinstatement. 

A person who has been excluded in 
accordance with this part may apply 
for reinstatement at the end of the pe-
riod of exclusion. The OIG will consider 
any request for reinstatement in ac-
cordance with the provisions of 42 CFR 
1001.3001 through 1001.3004. 

PART 1004—IMPOSITION OF SANC-
TIONS ON HEALTH CARE PRACTI-
TIONERS AND PROVIDERS OF 
HEALTH CARE SERVICES BY A 
QUALITY IMPROVEMENT ORGA-
NIZATION 

Subpart A—General Provisions 

Sec. 
1004.1 Scope and definitions. 

Subpart B—Sanctions Under the QIO 
Program; General Provisions 

1004.10 Statutory obligations of practi-
tioners and other persons. 

1004.20 Sanctions. 

Subpart C—QIO Responsibilities 

1004.30 Basic responsibilities. 
1004.40 Action on identification of a viola-

tion. 
1004.50 Meeting with a practitioner or other 

person. 
1004.60 QIO finding of a violation. 
1004.70 QIO action on final finding of a vio-

lation. 
1004.80 QIO report to the OIG. 
1004.90 Basis for recommended sanction. 
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